(19) 




Europaisches Patentamt 
European Patent Office 
Office europeen des brevets 



(11) 



EP1 139 962 B1 



(12) 



EUROPEAN PATENT SPECIFICATION 



(45) Date of publication and mention 
of the grant of the patent: 
18.05.2005 Bulletin 2005/20 

(21) Application number: 99964314.1 

(22) Date of filing: 21.12.1999 



(51) lntCl7: A61 F 13/20 

(86) International application number: 
PCT/US1 999/030721 

(87) International publication number: 

WO 2000/037012 (29.06.2000 Gazette 2000/26) 



(54) A URINARY INCONTINENCE DEVICE AND A METHOD OF MAKING THE SAME 

VORRICHTUNG ZUR ANWENDUNG BEI HARNINKONTINENZ UND 
HERSTELLUNGSVERFAHREN HIERFUR 

DISPOSITIF POUR INCONTINENCE URINAIRE ET SON PROCEDE DE FABRICATION 



CD 

CM 
CO 

o> 

CO 



Q. 
Ill 



(84) Designated Contracting States: 

AT BE CH CY DE DK ES Fl FR GB GR IE IT LI LU 
MC NL PT SB 

(30) Priority: 21.12.1998 US 217395 

(43) Date of publication of application: 
10.10.2001 Bulletin 2001/41 

(73) Proprietor: Kimberly-Clark Worldwide, Inc. 
Neenah, Wisconsin 54956 (US) 

(72) Inventors: 

• ZUNKER, MaryAnn 
Oshkosh, Wl 54901 (US) 



• FELL, David, Arthur 
Neenah, Wl 54956 (US) 

(74) Representative: Davies, Christopher Robert 
Frank B. Dehn & Co., 
European Patent Attorneys, 
179 Queen Victoria Street 
London EC4V 4EL (GB) 



(56) References cited: 
US-A- 3 469 286 
US-A- 5 795 346 



US-A- 5 609 586 



Note: Within nine months from the publication of the mention of the grant of the European patent, any person may give 
notice to the European Patent Office of opposition to the European patent granted. Notice of opposition shall be filed in 
a written reasoned statement. It shall not be deemed to have been filed until the opposition fee has been paid. (Art. 
99(1) European Patent Convention). 



Printed by Jouve, 75001 PARIS (FR) 



1 



EP 1 139 962 B1 



2 



Description 

[0001] This invention relates to a urinary incontinence 
device and a method of making the device. IVIore spe- 
cifically, this invention relates to a non-absorbent uhnary 
incontinence device which is designed to be placed in 
a woman's vagina for providing support to a woman's 
urethra to prevent the involuntary urine loss commonly 
associated with stress urinary incontinence. 
[0002] Some women, especially women who have 
given birth to one or more children, and older women, 
can experience incidences of involuntary urine loss due 
to stress urinary incontinence or combined stress and 
urge incontinence. A sneeze or cough can increase the 
intra-abdominal pressure impinging on a persons blad- 
der and cause the involuntary release of urine. The fre- 
quency and severity of such urine loss can increase as 
the muscles and tissues near the urethro-vaginal myo- 
fascial area grow weaker. It has also been recognized 
that the urinary sphincter muscle, which is located at the 
upper end of the urethra adjacent to the bladder, works 
well at sealing off the passing of urine from the bladder 
to the urethra when it has a round or circular cross-sec- 
tional configuration. However, when this passageway 
becomes distorted into a cross-sectional configuration 
having more of an elliptical or oval appearance, the 
sphincter muscle can not close properly, therefore, the 
tendency for involuntary urine loss increases. 
[0003] As the world's female population ages, there 
is an ever increasing need for a non-surgical procedure 
to reduce the involuntary urine loss commonly associ- 
ated with "stress urinary incontinence." Today, there are 
a number of products available for this purpose. Essen- 
tially all of these products can only be purchased with a 
prescription and they need to be physically inserted and/ 
or adjusted by a medical doctor or a nurse practitioner 
in order to perform correctly. Currently, no products are 
commercially available, without a prescription, to pre- 
vent involuntary urine loss from stress urinary inconti- 
nence. 

[0004] In view of the lack of commercially available 
non-prescription urinary incontinence devices, it is rec- 
ognized that there is a need for a urinary incontinence 
device which can be purchased without a prescription. 
There is also a need for a urinary incontinence device 
which is more user friendly and can be managed by the 
consumer without the intervention of a medical practi- 
tioner. Furthermore, there is a need for a urinary incon- 
tinence device which is easy for women to insert into 
and remove from their bodies, be more comfortable to 
wear and provide psychological and realistic assurance 
that it is capable of properly performing over an extend- 
ed period of time. 

[0005] US-A-5, 795,347 discloses a tampon provided 
with a resilient member surrouned by absorbent mate- 
rial. 

[0006] The general object of this invention is to pro- 
vide a urinary incontinence device and a method of mak- 



ing the device. A more specific object of this invention 
is to provide a non-absorbent urinary incontinence de- 
vice which is designed to be placed in a woman's vagina 
for providing support to a woman's urethra to prevent 
5 involuntary urine loss commonly associated with stress 
urinary incontinence. 

[0007] Briefly, this invention relates to a urinary incon- 
tinence device according to claim 1 and a method of 
making the device according to claim 1 6. The device in- 

10 dudes a resilient member and a non-absorbent which 
at least partially encloses the resilient member. The non- 
absorbent and the resilient member are formed into an 
elongated softwind having a first end and a second end. 
The softwind is folded upon itself, such that the first and 

15 second ends are aligned adjacent to one another and 
the softwind contains at least two folds therebetween. 
The folding of the softwind gives it a generally M-shaped 
configuration. The softwind is then compressed into an 
elongated pledget having an insertion end and a trailing 

20 end with the resilient member located at least in the in- 
sertion end. The resilient member is capable of expand- 
ing at least a portion of the pledget to provide support 
for a woman's urethra when properly inserted into a 
woman's vagina. 

25 [0008] The method of making the urinary inconti- 
nence device includes the steps of cutting a non-absorb- 
ent into a configuration having a central longitudinal ax- 
is. Aligning a resilient member adjacent to the central 
longitudinal axis of the non-absorbent. Folding the non- 
50 absorbent around the resilient member, preferably at 
least two folds, to form an elongated softwind having a 
first end and a second end. Then folding the softwind 
upon itself such that the first and second ends are 
aligned adjacent to one another and the softwind con- 

35 tains at least two folds therebetween. The resilient mem- 
ber extends between at least two of the folds. The 
softwind is then compressed into an elongated pledget 
having an insertion end and a trailing end with the resil- 
ient member located at least in the insertion end. The 

40 resilient member is capable of expanding at least a por- 
tion of the pledget to provide support for a woman's ure- 
thra when the pledget is properly inserted into a wom- 
an's vagina. 

[0009] The urinary incontinence device is easy to in- 
45 sert and remove and is comfortable to wear. 

[0010] The method of making the urinary inconti- 
nence device is efficient and economical. 
[001 1 ] A preferred form of the invention provides a uri- 
nary incontinence device which can be used along with 
50 a sanitary napkin during a woman's menstrual period. 
[0012] An embodiment of the invention will now be de- 
scribed by way of example only with reference to the 
drawings, in which:- 

55 Fig. 1 is a perspective view of a resilient member 

position on a non-absorbent and a cover. 
Fig. 2 is a perspective view of the combination 
shown in Figure 1 after being folded along it's lon- 
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gitudinal central axis. 

Fig. 3 is a perspective view of tine folded member 
shown in Figure 2 after being folded a second time 
along it's longitudinal central axis. 
Fig. 4 is a perspective view of the twice folded 
softwind showing the cover overlapping itself. 
Fig. 5 is a side view of the softwind folded into a 
generally M-shaped profile with the first and second 
ends being aligned adjacent to one another. 
Fig. 6 is a side view of the softwind shown in Figure 
5 after it has been compressed into a pledget and 
has a withdrawal string attached to the first and sec- 
ond ends. 

Fig. 7 is a mid-sagittal section of a human torso 
showing the urinary incontinence device positioned 
in the vagina and expanded to provide support for 
the musculature and tissue near the urethro-vaginal 
myofascial region and the urethra. 
Fig. 8 is an alternative embodiment showing a re- 
silient member sandwiched between two adjacent 
layers. 

Fig. 9 is a perspective view of an alternative embod- 
iment of a urinary incontinence device having a 
short resilient member positioned on a non-absorb- 
ent such that the resilient member is aligned adja- 
cent to the central longitudinal axis of the non-ab- 
sorbent and is offset to one side of the central trans- 
verse axis of the non-absorbent. 
Fig. 10 is a perspective view of the combination 
shown in Figure 9 after it has been folded along the 
central longitudinal axis. 

Fig. 1 1 is a side view of the softwind shown in Figure 
10 after it has been folded into a generally re- 
shaped profile with the first and second ends being 
aligned adjacent to one another and retained by a 
withdrawal string. 

Fig. 12 is a flow diagram of a method of forming a 
urinary incontinence device. 
Fig. 13 is a flow diagram of an alternative method 
of forming a urinary incontinence device. 

[0013] A urinary incontinence device 10, see Fig. 6, 
is depicted which is designed to be inserted into a wom- 
an's vagina and expand so as to relieve or eliminate the 
involuntary passage of urine through the urethra from 
the bladder. The expansion of the non-absorbent urinary 
incontinence device 1 0 provides a stable backdrop to 
the musculature and body tissue located at the urethro- 
vaginal myofascial compressed upon itself. In addition, 
the expansion of the urinary incontinence device 10 in 
the vagina assists the urinary sphincter muscle in main- 
taining a circular cross-sectional configuration. When 
this circular cross-sectional configuration is maintained, 
the sphincter muscle can close properly and decrease 
the tendency for the involuntary escape of urine due to 
stress urinary incontinence. 

[0014] Referring to Figs. 1 - 6, the urinary incontinence 
device 10 includes a resilient member 12 and a non- 



absorbent 14. The resilient member 12 can be non-ab- 
sorbent or at least partially absorbent of body fluids. 
However, there is no functional advantage to making the 
resilient member 12 absorbent because the urinary in- 

5 continence device 1 0 does not function in a similar man- 
ner as does a catamenial tampon. In fact, the urinary 
incontinence device 1 0 functions entirely different from 
an absorbent catamenial tampon. 
[0015] The resilient member 12 can be a natural or 

10 synthetic material which has the ability to quickly recov- 
er or return to approximately its original shape and/or 
dimension. Such change to the resilient member 1 2 can 
be created by changes in the intra-abdominal pressure. 
A resilient material is a material which can return to or 

15 resume its original shape or position after being bent, 
stretched or compressed. The resilient member 12 
should also exhibit elasticity and flexibility so that it can 
be stretched or compressed and still retain the capability 
of returning to approximately it's original shape. 

20 [0016] Two natural materials from which the resilient 
member 12 can be formed include natural rubber and 
wool. The number of synthetic materials from which the 
resilient member 12 can be formed is much greater. 
Synthetic materials which can be used include polyole- 

25 fins, polyurethanes, polyethylene oxide (PEO), polyvinyl 
alcohol (PVA) as well as blends thereof. The resilient 
member 1 2 can also be formed from resilient fibers con- 
structed from polyolefin based fibers, polyethylene ox- 
ide fibers, hydrophobic rayon fibers and the like, which 

30 preferably will have characteristics similar to those of a 
resilient foam. The resilient fibers may be formed from 
twisted, curled or chemically cross-linked cellulose fib- 
ers or a mixture thereof. Furthermore, the resilient mem- 
ber 1 2 can be formed from either an open cell or a closed 

35 cell foam. 

[0017] The resilient member 12 can also be made 
from a wettable foam. An open cell foam which works 
well and has good resilient properties is commercially 
available under the trademark ACQUELL®. "AC- 

40 QUELL" is sold by Sentinel Products Corporation having 
an office located at 70 Airport Road, Hyannis, Massa- 
chusetts 02601 . A polyethylene closed cell foam having 
good flexibility characteristics also works well. This foam 
is commercially sold under the trademark VOLARA®. 

45 "VOLARA" is available from Voltex, a Division of Sekisui 
America Corporation having an office located at 100 
Shepard Street, Lawrence, Massachusetts 01843. 
[0018] The resilient member 12 should also be capa- 
ble of having what is known as "dry and wet" expansion 

50 characteristics. In other words, the resilient member 12 
should be made from a material which is capable of ex- 
panding or contracting back to or towards its original 
configuration in a dry state, a wet state or in a seml-dry- 
wet state. Dry expansion of the urinary incontinence de- 

55 vice 1 0 is beneficial in that the device does not have to 
be wetted by body fluid before the resilient member 12 
is capable of expanding within the vagina. 
[001 9] In Figure 1 , the resilient member 1 2 is depicted 
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as a narrow strip of material wliicli is rectangular in 
cross-section. However, the resilient member 12 can 
have a square, circular, oval or any other desired cross- 
sectional configuration. Preferably, the resilient member 
12 will have a uniform thickness and width. If desired, 
the dimensions of the resilient member 1 2 do not have 
to be uniform. The narrow strip of resilient member 12 
has a length which is equal to the length L2 of the 
non-absorbent 1 4. However, the length of the resilient 
member 12 can be less than the length L2 of the non- 
absorbent 1 4. The resilient member 1 2 also has a width 
which can range between about .25 inches (about 
6.4 millimeters) to about 1.5 inches (about 38.1 mm), 
preferably between about .5 inches (about 12.7 mm) 
and about 1 inch (about 25.4 mm), and more preferably, 
about 1 inch (about 25.4 mm). The resilient member 12 
also has a thickness T^ which can range between 
about .1 inches (about 2.5 mm) to about 1 inch (about 
25.4 mm), preferably less than about .5 inches (about 
12.7 mm), and most preferably, less than about .4 inch- 
es (about 1 0 mm). 

[0020] When the resilient member 12 has a round or 
circular cross-sectional configuration, the diameter can 
range between about .25 inches (about 6.4 millimeters) 
to about 1.5 inches (about 38.1 mm), preferably, be- 
tween about .25 inches (about 6.4 millimeters) to about 
1 inch (about 25.4 mm), and most preferably, less than 
about .5 inches (about 1 2.7 mm). For odd cross-section- 
al shapes like an oval, a bilobal, a trilobal, an ellipse, 
etc. the larger dimension should be no greater than 
about 2 inches (about 50 mm). 

[0021] Referring to Figure 1 , the resilient member 1 2 
is positioned upon a non-absorbent 14 such that it lies 
parallel and adjacent to the central longitudinal axis 
X — X of the non-absorbent 1 4. It does not matter as to 
which side of the central longitudinal axis X — X the re- 
silient member 12 is aligned. For best results, the non- 
absorbent 14 should have a length L2 which is equal to 
or greater in dimension than the length of the resilient 
member 12. In addition, the non-absorbent 14 should 
have a width which is about two to about eight times 
the width of the resilient member 12, preferably, the 
width W2 is about four times the width of the resilient 
member 12. The thickness T2 of the non-absorbent 14 
can be less than, equal to or greater than the thickness 
T^ of the resilient member 12. The non-absorbent 14 
can be a single ply of material or be constructed of two 
or more plies or layers. 

[0022] The non-absorbent 1 4 is constructed from ma- 
terials that exhibit little, and preferably, no absorbent 
characteristics. The non-absorbent 1 4 differs from a cat- 
amenial tampon in that it does not function to absorb 
body fluid. Instead, the non-absorbent 1 6 is designed to 
bridge across the vagina and support the musculature 
and body tissue located in the urethro-vaginal myofas- 
cial area. By doing so, the urethra can be compressed 
sufficiently to stop the flow of urine and support can be 
provided to the urinary sphincter muscle so that it can 



function properly. 

[0023] For purposes of this invention, a non-absorb- 
ent is defined as a material wherein the fibers do not 
absorb significant quantities of moisture within the fiber 

5 itself. It is to be recognized that virtually all materials will 
absorb some small quantity of moisture. A fiber is con- 
sidered to be non-absorbent for present purposes if it 
will intrinsically gain no more than about 6 percent in 
weight when a bone dry fiber is maintained at 21 C° and 

10 at 65 percent relative humidity for 24 hours. Non-ab- 
sorbent materials include but are not limited to nylons, 
rayons, spun cellulose, LYCRA®, KEVLAR®, carbon 
fibers and the like. "LYCRA" and "KELVAR" are trade- 
marks of E. I. DuPont de Nemours & Company which 

15 has an office at 1007 Market Street, Wilmington, Dela- 
ware 1 9801 . One such non-absorbent 1 4 is a web made 
from bicomponent fibers which are commercially avail- 
able from Chisso Corporation having an office at 1411 
Broadway, 35 th floor, New York, New York. Such fibers 

20 are sold underthe name "Chisso ESC Bicomponent Fib- 
er" and consist of a polypropylene core surrounded by 
a polyethylene sheath. Fibers that work well have a de- 
nier of 3 and are 38 millimeters in length. Other bicom- 
ponent fibers made from polypropylene, polyethylene, 

25 etc. are commercially available from suppliers such as 
Exxon and Dow Chemical, as well as from other ven- 
dors. 

[0024] Alternatively, the non-absorbent 14 could be 
an absorbent material such as a cotton/rayon blend 

30 which has been chemically treated with a surfactant to 
make it non-absorbent. However, materials comprised 
of truly non-absorbent fibers work best. 
[0025] Referring again to Figure 1 , the non-absorbent 
14 is shown being positioned on a liquid permeable or 

35 liquid-impermeable cover 1 6. The cover 1 6 is an option- 
al element and need not be present to form the urinary 
incontinence device 1 0. However, the cover 1 6 can pro- 
vide a smooth outer surface which may or may not be 
chemically treated to facilitate insertion and/or removal 

40 into and out of a woman's vagina. When present, the 
cover 16 should have a length L3 which is equal to or 
greater than the length L2 of the non-absorbent 1 4. The 
cover 1 6 should have a width W3 which is greater than 
the width W2 of the non-absorbent 14. The purpose of 

45 the greater dimension for the width W3 is that it allows 
the cover 1 6 to be folded over upon itself and be bonded 
to itself by heat, pressure, a combination of heat and 
pressure, or by some other conventional means known 
to those skilled in the art. If the cover 1 6 is formed from 

50 a material which does not readily bond to itself, an ad- 
hesive, glue or other bonding or fastening medium can 
be used. If desired, the cover 16 may be simply folded 
over upon itself. 

[0026] The cover 16 can be either liquid-permeable 
55 or liquid-impermeable. When the cover 16 is liquid-im- 
permeable, it serves to block body fluids from contacting 
the non-absorbent 1 4. Since the non-absorbent 1 4 is not 
designed to absorb any body fluid, it can be liquid-per- 
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meable. Liquid permeable materials include woven and 
nonwoven materials having a porous substrate. Woven 
materials include textile fabrics which can be made from 
rayon, cotton, or polyolefins. The polyolefins can be ei- 
ther staple or continuous filaments. The nonwoven ma- 
terials can include spunbond, bonded carded webs and 
hydroentangled webs. Spunbond and bonded carded 
webs are commercially sold by Kimberly-Clark Corpo- 
ration having an office at 401 N. Lake street, Neenah, 
Wisconsin 54956. Another nonwoven material which 
can be used as the cover 1 6 is formed from 1 00 percent 
polyester fibers held together by a binder. This material 
is known as powder-bonded-carded web (PBCW). PB- 
CW is commercially available from HDK Industries, Inc. 
having an office at 304 Arcadia Drive, Greenville, South 
Carolina 29609. 

[0027] The cover 1 6 can also be constructed from a 
liquid-impermeable material. A good liquid-impermea- 
ble material is a micro-embossed, polymeric film, such 
as polyethylene or polypropylene. Bicomponent films 
can also be used. A preferred liquid-impermeable ma- 
terial is polyethylene film. The thickness of the cover 1 6 
can range from between about .1 mm to about 5 mm, 
preferably less than about .5 mm, and most preferably, 
less than about .2 mm. 

[0028] Referring to Figures 1- 4, the combination re- 
silient member 12, non-absorbent 14 and cover 16, 
shown in Fig.1 , are folded along the central longitudinal 
axis X — X to obtain a folded member 1 8 having a central 
longitudinal axis X^ — X^. The folded member 18, see 
Figure 2, is then folded a second time along its central 
longitudinal axis — X^ to obtain an elongated softwind 
22 having a central longitudinal axis X2 — X2 see Figure 
3. The free end of the cover 1 6 can then be folded over 
upon itself and be bonded or attached, or left unattached 
if desired, to form a cylindrically shaped, elongated 
softwind 22, see Figure 4. The softwind 22 has a first 
end 24 and a second end 26. 

[0029] It should be noted that the above discussion is 
directed to folding the layers of material 12, 14 and 16 
upon themselves to form the softwind 22. However, the 
softwind 22 could be formed by rolling, wrapping, bend- 
ing and/or manipulating one or more of the layers in a 
known fashion to obtain a cylindrical or elongated mem- 
ber. 

[0030] Referring to Figure 5, the softwind 22 is folded 
or bent upon itself such that the first and second ends, 
24 and 26 respectively, are aligned adjacent to one an- 
other and the softwind 22 contains at least two folds 28 
and 30 located therebetween. By being aligned "adja- 
cent to one another" it is meant that the first and second 
ends, 24 and 26 respectively, are positioned side by 
side, parallel to one another or offset axially or spaced 
radially apart from one another, or are positioned in 
some other type of arrangement whereby the first and 
second ends, 24 and 26 respectively, are close to one 
another. Preferably, the bonded or open edges of the 
cover 16 should be positioned to the inside when the 



first and second ends, 24 and 26 respectively, are 
aligned adjacent to one another. 

[0031] Preferably, the softwind 22 will contain three 
folds 28, 30 and 32 which are located between the first 

5 and second ends, 24 and 26 respectively, to give the 
softwind 22 a generally M-shaped profile. In the gener- 
ally M-shaped profile, the softwind 22 is folded at 28 to 
form a first portion 34 and is folded a second time at 30 
to form a second portion 36 and a third portion 38. The 

10 first and third portions, 34 and 38 respectively, prefera- 
bly have approximately the same length, although their 
lengths can differ if desired. It is also possible to form 
the first, second and third portions 34, 36 and 38 to have 
approximately the same length. For example, if the 

15 softwind 22 has a length of about 6 inches (about 152 
mm), each of the portions 34, 36 and 38 can have a 
length of approximately 2 inches (about 51 mm). 
[0032] The resilient member 12 should extend be- 
tween at least two of the folds 28, 30 and 32. In Figure 

20 5, the resilient member 12 extends the full length of the 
softwind 22 from the first end 24 to the second end 26. 
However, it is not necessary that the resilient member 
12 extend for a distance greater than the distance be- 
tween two adjacent folds. For example, the resilient 

25 member 1 2 can span the distance between the folds 28 
and 30, between 28 and 32 or between 30 and 32. 
[0033] Depending upon the material from which the 
resilient member 12 is constructed, it is advantageous 
to use a resilient member 12 which has a length which 

30 bridges across and extends slightly beyond the folds 28 
and 30. This arrangement will assure that the softwind 
22 will open completely once placed within a woman's 
vagina. 

[0034] Still referring to Figure 5, the third fold 32 pro- 
35 vides the softwind 22 with the generally M-shaped pro- 
file. The third fold 32 can be positioned an equal or an 
unequal distance between the first and second folds, 28 
and 30 respectively. When the third fold 32 is positioned 
an equal distance between the first and second folds, 
40 28 and 30 respectively, the third fold 32 will be axially 
aligned along a central longitudinal axis Z-Z. The cen- 
tral longitudinal axis Z~Z, see Figure 5, vertically divides 
the generally M-shaped profile of the softwind 22 into 
left and right mirror images. It is also possible to form 
45 the third fold 32 closer to either the first or second folds, 
28 and 30 respectively, if desired. The third fold 32 caus- 
es the middle portion of the resilient member 12 to be 
folded into two parts such that a V-shape is obtained. 
[0035] Referring to Figure 6, the softwind 22 is com- 
50 pressed into a pledget 40 having an insertion end 42 
and a trailing end 44. The pledget 40 can have any de- 
sired shape but preferably, it will have a generally cylin- 
drical shape with a circular cross-sectional configura- 
tion. An alternative profile would be a rectangular cross- 
es sectional configuration. The pledget 40 is an elongated 
member having a length L4 and a width W4. When the 
pledget 40 is round in cross-section, its diameter will be 
equal to the width dimension W4. The length L4 can 
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range from about .4 inches (about 1 0 mm) to about 4.7 
inches (about 120 mm), preferably the length L4 ranges 
from between about 1 .5 inches (about 38 mm) to about 
2.5 inches (about 64 mm). Most preferably, the length 
L4 is about 2 inches (about 51 mm). The width W4 can 
range from between about .2 inches (about 5 mm) to 
about 2.5 inches (about 64 mm), preferably the width 
W4 ranges from between about .5 inches (about 12.7 
mm) to about 2.3 inches (about 60 mm). Most prefera- 
bly, the width W4 is less than about 1 .6 inches (about 40 
mm). The pledget 40 also has a dimension R4 which is 
a diagonal line drawn between the apex of fold 28 and 
the bottom surface of the fold 32. This dimension R4 is 
also equal in distance to a diagonal line drawn between 
the apex of fold 30 and the bottom surface of the fold 
32. The dimension R4 can range from between about . 
2 inches (about 5 mm) to about 1 .2 inches (about 30 
mm). Preferably, the dimension R4 will be about 1 inch 
(about 25.4 mm) in length. Another way of stating the 
length of the dimension R4 is to say that it should have 
a length which is equal to at least about 25 percent of 
the length L4 of the pledget 40. This length will be suffi- 
cient to insure that the pledget 40 can laterally expand 
outward and provide pressure against the interior walls 
of the woman's vagina. 

[0036] Still referring to Figure 6, the insertion end 42 
of the pledget 40 is designed to be the first part of the 
pledget 40 which enters the woman's vaginal cavity. It 
should be noted that, while in use, the pledget 40 will be 
entirely positioned within the woman's vagina. The in- 
sertion end 42 contains a cleft 46 formed by the fold 32. 
Because the softwind 22 has a generally M-shaped pro- 
file, the insertion end 42 can contain an equal amount 
and, preferably, a greater amount of non-absorbent ma- 
terial than the trailing end 44. Even though a greater 
amount of non-absorbent 14 maybe present at the in- 
sertion end 42, the outside diameter of the insertion end 
42 should be equal to the outside diameter of the trailing 
end 44. The amount of non-absorbent material in the 
insertion end 42 will have to be densified to a greater 
extent than the non-absorbent material making up the 
trailing end 44. By having a greater amount of non-ab- 
sorbent 14 present at the insertion end 42, the urinary 
incontinence device 1 0 is better able to expand and sup- 
port the musculature and the body tissue located adja- 
cent to the urethra and cause it to be compressed. This 
will eliminate the involuntary escape of urine through the 
urethra. 

[0037] When the pledget 40 is formed, the resilient 
member 12, the non-absorbent 14 and the cover 16, if 
present, are all compressed. The pledget 40 can be 
compressed radially and lengthwise or it can be com- 
pressed only in the radial direction. The resilient mem- 
ber 12 should be located at least in the insertion end 42 
of the pledget 40. The compression step should not det- 
rimentally effect the function of the resilient member 1 2. 
In other words, the resilient member 1 2 has to be capa- 
ble of expanding outward towards or to its original con- 



figuration once the urinary incontinence device 1 0 is in- 
serted into a woman's vagina. The resilient member 12 
must be-capable of expanding at least a portion of the 
pledget 40 to provide support for a woman's urethra 

5 when properly inserted into a woman's vagina. 

[0038] Still referring to Figure 6, the compressed 
pledget 40 is pierced at its trailing end 44 to form an 
aperture or opening 48 which extends completely 
through the first and third portions, 34 and 38 respec- 

10 tively. The aperture 46 can be formed perpendicular to 
the central longitudinal axis Y-Y or at an angle thereto. 
Preferably, the aperture 48 is spaced a short distance 
from the first and second ends, 24 and 26 respectively. 
The aperture 48 can be located a distance of from be- 

15 tween about .1 inches (about 2.5 mm) to about .5 inches 
(about 12.7 mm) from the first and second ends, 24 and 
26 respectively. Most preferably, the aperture 48 is lo- 
cated about .25 inches (about 6.4 mm) from each of the 
first and second ends, 24 and 26 respectively. The ap- 

20 erture 48 is designed to allow a withdrawal string 50 to 
be looped therethrough and be secured to the pledget 
40. The withdrawal string 50 will assist in removing the 
urinary incontinence device 1 0 from a woman's vagina. 
The withdrawal string 50 is attached to the non-absorb- 

25 ent 1 4, and preferably, to the first and second ends 24 
and 26 respectively, of the softwind 22. The aperture 48 
can be formed with a needle, an awl or some other type 
of piercing device known to those skilled in the art. The 
withdrawal string 50 is threaded through the aperture 48 

30 and looped upon itself so as to cinch it secure to the 
non-absorbent 14. The free ends of the withdrawal 
string 50 are then tied in a knot 52 to assure that the 
withdrawal string 50 will not separate from the pledget 
40. The knot 52 also serves to prevent fraying of the 

35 withdrawal string 50 and to provide a place or point 
where a woman can grasp the withdrawal string 50 
when she is ready to remove the urinary incontinence 
device 1 0 from her vagina. 

[0039] It should be noted that the withdrawal string 50 

40 holds the first and second ends, 24 and 26 respectively, 
in direct contact with one another and will limit the 
amount they can expand while positioned within the 
woman's vagina. It should also be noted that the with- 
drawal string 50 can be secured to and/or attached to 

45 various areas of the pledget 40 and can pass through 
one or more of the resilient member 1 2, the non-absorb- 
ent 1 4, the cover 1 6, if present, or through all three mem- 
bers, if desired. The aperture 48 can alternatively be 
formed in the softwind 22 before it is compressed and 

50 the withdrawal string 50 can be attached either before 
the softwind 22 is compressed or after the softwind 22 
is compressed into the pledget 40. 
[0040] The withdrawal string 50 can be constructed 
from various types of threads or ribbons. A thread or rib- 

55 bon made from 100 percent cotton fibers works well. 
The withdrawal string 50 should have a length which ex- 
tends beyond the end of the urinary incontinence device 
10 of from between about 2 inches (about 51 mm) to 
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about 8 inches (about 203 mm), preferably, from be- 
tween about 4 inches (about 1 02 mm) to about 6 inches 
(about 152 mm), and most preferably, about 5 inches 
(about 1 27 mm). The withdrawal string 50 can be dyed 
and/or treated with an anti-wicking agent, such as wax, 
before being secured to the pledget 40. The anti-wicking 
agent will reduce and hopefully prevent body fluids from 
wicking along the withdrawal string 50 and contacting 
the inner surface of a woman's undergarment. A dry, 
clean withdrawal string 50 is preferred by the user, es- 
pecially when she goes to remove the urinary inconti- 
nence device 1 0 from her vagina. 
[0041] Referring to Figure 7, the compressed pledget 
40 is depicted having been inserted into a woman's va- 
gina 54 and is shown in an expanded state 56. The ex- 
panded pledget 56 has a length L5 and a diameter or 
width W5. The expanded pledget 56 also has a generally 
triangular shape which is closed at the bottom or trailing 
end 44 by the attachment of the withdrawal string 50. 
While within the vaginal cavity 54, the resilient member 
12 will expand thereby causing the first and third por- 
tions, 34 and 38 respectively, to spring or expand out- 
ward and spread across the vaginal opening. The uri- 
nary incontinence device 1 0 should be positioned below 
the cervix. The resilient, elastic and flexible character- 
istics of the resilient member 1 2 enables the pledget 40 
to recover quickly from its compressed and deformed 
shape. This allows the urinary incontinence device 1 0 
to intimately contact and conform more ideally to the 
space within the vaginal walls and press against the in- 
side walls and convolutions of a woman's vagina 54. 
[0042] A woman's urethra 58 is located adjacent to 
and anterior to the vagina 54. The woman's anus 60 is 
located on the posterior side of the vagina 54. The ure- 
thra 58 is a passageway which provides a means of re- 
moving urine from the woman's body. The urethra 58 is 
a conduit for removing urine which has accumulated in 
the woman's bladder 62 to an external orifice located at 
the lower end of the urethra 58. A urinary sphincter mus- 
cle 64 is situated at the upper portion of the urethra 58 
adjacent to the bottom surface of the bladder 62. The 
sphincter muscle 64 operates to prevent the involuntary 
loss of urine. However, with age the pelvic floor muscles 
begin to sag and the cross-sectional configuration of the 
sphincter muscle can change from a circular profile to a 
non-circular profile. Such a change increases the likeli- 
hood that a woman will experience involuntary urine 
loss. Between the vagina 54 and the urethra 58 is the 
urethro-vaginal myofascial area 66. This area 66 is 
made up of musculature and body tissue and the body 
tissue is extremely pliable. The vagina 54 contains a plu- 
rality of rugosities (not shown) which line its inside walls 
68. The. rugosities consist of wrinkles or creases in the 
body tissue which allows for expansion and contraction 
of the side walls 68 of the vagina 54. 
[0043] Comparing the compressed pledget 40, shown 
in Figure 6, to the expanded pledget 56, shown in Figure 
7, one will quickly recognize that the width W5 of the 



expanded pledget 56 is much greater than the width W4 
of the compressed pledget 40. However, the length L5 
of the expanded pledget 56 is approximately equal to 
the length L4 of the compressed pledget 40. Preferably, 

5 the length L5 of the expanded pledget 56 will be slightly 
larger than the length L4 of the compressed pledget 40. 
The thickness (T) of the softwind 22 or dimension in the 
z-direction (see Figure 4) should range from between 
about .5 inches (about 13 mm) to about 1.5 inches 

10 (about 38 mm). This distance will not change substan- 
tially once the urinary incontinence device 1 0 is inserted 
into the vagina 54. As the pledget 40 expands by the 
action of the resilient member 1 2, to the expanded state 
56, the expanded pledget 56 will apply pressure against 

15 the body tissue in the urethra-vaginal myofascial area 
66. This action will provide a stable backdrop to allow 
the woman's urethra 58 to become compressed when 
intra-abdominal pressure increases. In other words, a 
part of the urethra 58 which is about 1 .5 inches (about 

20 38 mm) long and through which urine flows, will be com- 
pressed or pinched upon itself thereby preventing the 
urine from passing through. In addition, support will be 
provided to the region near the sphincter muscle 64 so 
that it has a higher tendency to maintain a circular cross- 
es sectional configuration and operate properly. One or 
both of these actions will reduce and/or prevent invol- 
untary urine loss due to stress urinary incontinence. 
[0044] Referring to Figure 8, an alternative embodi- 
ment of a composite 70 is shown wherein a resilient 

30 member 72 is sandwiched between two layers of non- 
absorbent material 74 and 76. The resilient member 72 
can be constructed to be similar in size and configura- 
tion to at least one of the non-absorbent layers 74 or 76, 
and preferably, is constructed so as to be similar in size 

35 and configuration to the two non-absorbent layers 74 or 
76. When the composite 70 is a laminate, it will be easy 
to handle and form into a softwind. The composite 70 
can be constructed to be a narrow strip, for example, 
having an elongated rectangular configuration or it can 

40 be formed as a large sheet or web which can then be 
cut into more manageable sizes. The composite 70 can 
be substituted for the three layer combination shown in 
Figure 1 . Therefore, the composite 70 can be folded up- 
on itself one or more times and can then be folded along 

45 its length to form a generally M-shaped softwind similar 
to that depicted in Figure 5. 

[0045] Referring now to Figures 9-1 1 , another embod- 
iment of a urinary incontinence device 78 is depicted 
which is constructed of a resilient member 80 and a non- 
50 absorbent 82. The resilient member 80 has a length Lg 
which is less than 50 percent, and preferably from be- 
tween about 20 percent to about 40 percent of the length 
L7 of the non-absorbent 82. The resilient member 80 is 
positioned relative to a surface of the non-absorbent 82 
55 such that it lies adjacent to both the central longitudinal 
axis X — X and the central transverse axis Y — Y. The 
resilient member 80 and the non-absorbent 82 can then 
be folded in half to obtain a folded member 84, as is 
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depicted in Figure 10. The folded member 84 can be 
folded transversely one or more times as was explained 

above in reference to Figures 1 -4, if desired. The folded 
member is then folded in two or more locations along its 
length to obtain a generally M-shaped profile as is 
shown in Figure 11 . 

[0046] In Figure 11, the urinary incontinence device 
78 clearly shows the resilient member 80 being situated 
on only one side of the central vertical axis Z — Z. The 
resilient member 80 can be offset from the central ver- 
tical axis Z — Z any desired distance or it can have an 
edge which is coterminous with the central vertical axis 
Z — Z. One will notice that the resilient member 80 is lo- 
cated between the folds 28 and 32. However, the resil- 
ient member 80 can be positioned between the folds 30 
and 32. Alternatively, the resilient member 80 can ex- 
tend between the folds 28 and 30, if desired. For this to 
occur, the resilient member 80 must span across the 
central vertical axis rather than being positioned on only 
one side of it as is shown in Fig. 9. 
[0047] The resilient and elastic properties of the resil- 
ient member 80 must be adequate to insure that the in- 
sertion end 42 will open and expand outward a sufficient 
amount so that the urinary incontinence device 78 can 
function properly. 

[0048] Although not shown in any of the drawings, it 
is contemplated that the compressed pledget 40 can be 
housed in a paper, cardboard or plastic applicator to fa- 
cilitate insertion of the urinary incontinence device 1 0 or 
78 into a woman's vagina 54. The applicator can be 
identical to a tampon applicator, if desired, and can be 
constructed of one or more hollow tubes which will retain 
the urinary incontinence device 1 0 or 78 at a set diam- 
eter and/or cross-sectional configuration until the user 
is ready to use the product. Furthermore, insertion of the 
urinary incontinence device 10 from the applicator into 
the human body can be accomplished by using a plung- 
er, such as a two piece applicator, or by digital insertion 
whereby the user can use one of her fingers. One ex- 
ample of a tampon applicator is taught in U.S. patent 
5,795,346 which issued to Achter et al. on August 18, 
1998 and is entitled: "TAMPON HAVING A RESILIENT 
MEMBER." This patent is incorporated by reference and 
made a part hereof. 

METHOD 

[0049] The method of forming the urinary inconti- 
nence device 1 0 or 78 will now be explained with refer- 
ence to the flow diagrams shown in Figures 1 2 and 1 3. 
The method includes the steps of forming or cutting a 
non-absorbent 14 into a desired geometrical shape. A 
preferred shape for the non-absorbent 14 is a rectangle 
although many other shapes will work. The non-absorb- 
ent 14 will have a desired length, width and thickness. 
A resilient member 12 is positioned on or adjacent to 
one surface of the non-absorbent 1 4 to form an assem- 
bly of two elements. For best results, the resilient mem- 



ber 12 can be aligned adjacent to the central longitudinal 
axis X-X of the non-absorbent 1 4. By "adjacent to" it is 
meant that the resilient member 12 can have an edge 
which is coterminous with the central longitudinal axis 

5 X-X or the resilient member 1 2 can be offset or spaced 
apart from the central longitudinal axis X-X. 
[0050] The non-absorbent 14 can be positioned on a 
cover material 1 6 such that the cover 1 6 is located ad- 
jacent to one surface of the non-absorbent 14 and the 

10 resilient member 12 is located adjacent to an opposite 
surface of the non-absorbent 1 4. The cover 1 6 is an op- 
tional feature and need not be present to make a useful 
urinary incontinence device 10 or 78. The non-absorb- 
ent 14, along with the cover 16 are then folded around 

15 the resilient member 1 2. One method of folding is to fold 
the non-absorbent 1 4 and the cover 1 6, if present, trans- 
versely upon themselves such that a folded member 1 8 
is formed and the resilient member 12 is now located 
adjacent to the longitudinal fold line X^ — X^ . The folded 

20 member 1 8 can then be folded a second time in a similar 
fashion to yield a softwind 20 as depicted in Figure 3. 
When a cover 16 is present, the cover 16 can be 
wrapped or folded over upon itself and be bonded or 
attached to another portion of the cover 16 to form an 

25 elongated, cylindrical softwind 20, see Figure 4. 

[0051] It should be noted that the different materials 
forming the resilient member 12, the non-absorbent 14 
and the cover 16 can be folded one or more times to 
obtain a predetermined diameter or cross-sectional con- 

30 figuration. Furthermore, the materials can be rolled, 
wrapped, bent or otherwise manipulated to arrange 
them into a softwind 22. Folding has been found to be 
a preferred way of accomplishing the formation of a 
softwind wherein the resilient member 12 is correctly 

35 aligned therein. 

[0052] Once a softwind 22 is formed, it is folded or 
bent at two or more locations along the length of the 
softwind 22 to arrive at a generally triangular profile 
when viewed perpendicular to the folds. Preferably, the 

40 softwind 22 is folded such that it contains three folds and 
acquires a generally M-shape profile. An example of the 
generally M-shape Is depicted in Figure 5. The location 
or position of the folds 28, 30 and 32 can vary but one 
preferred embodiment is depicted in Figure 5. 

45 [0053] After the softwind 22 has been folded into a 
generally triangular or M-shape profile, it is compressed 
radially into a pledget 40, as depicted in Figure 6. The 
softwind 22 can be compressed only in the radial direc- 
tion or it can be compressed both axially and radially. 

50 Since the pledget 40 contains more material at the in- 
sertion end 42 than at the trailing end 44, the insertion 
end 42 will be denser since the pledge 40 has the same 
diameter or cross-sectional area throughout its entire 
length. This added material at the insertion end 42 will 

55 assure that as the pledget 40 opens and expands, once 
it is inserted into a woman's vagina, that it will provide 
a stable backdrop for the urethra and be able to provide 
the required pressure against the neighboring body tis- 
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sue located in the urethro-vaginal myofascial area so as 
to restrict the involuntary flow of urine through the ure- 
thra. 

[0054] The compressed pledget 40 can then have a 
hole or aperture 48 formed through its trailing end 44 for 
receiving a withdrawal string 50. The aperture 48 can 
be formed with a needle, an awl or some other mechan- 
ical, electrical, chemical, hydraulic or pneumatic means. 
The aperture 48 should be aligned parallel to the first 
and second ends, 24 and 26 respectively, of the softwind 
22 and be sufficiently spaced apart from the ends 24 
and 26 to insure that as one pulls on the withdrawal 
string 50 that it will not tear through the material and be 
separated from the pledget 40. The withdrawal string 50 
can be inserted through the aperture 48 and be looped 
upon itself to cinch it tight against the pledget 40. The 
pair of free ends of the withdrawal string 50 can then be 
tied in a knot 52 for added assurance that the withdrawal 
string 50 will not separate from the pledget 40. 
[0055] It should be noted that the above discussion 
described piercing the pledget 40 to form the aperture 
48. Another option would be to pierce the softwind 22. 
It should also be noted that Figure 6 shows the aperture 
48 passing through the resilient member 12, the non- 
absorbent 14 and the cover 16 while in Figure 11 , the 
aperture 48 passes only through the non-absorbent 1 4. 
It is also possible to form the aperture 48 through only 
the non-absorbent 14 and the cover 16. 
[0056] While the invention has been described in con- 
junction with several specific embodiments, it is to be 
understood that many alternatives, modifications and 
variations will be apparent to those skilled in the art in 
light of the aforegoing description. Accordingly, this in- 
vention is intended to embrace all such alternatives, 
modifications and variations which fall within the scope 
of the appended claims. 

Claims 

1. A urinary incontinence device (10) comprising are 
elongated softwind including a resilient member 
(12) characterized by a non-absorbent (14) at least 
partially enclosing said resilient member, said de- 
vice having been made by forming the non-absorb- 
ent and said resilient member into said elongated 
softwind (22) having a first end (24) and a second 
end (26), said softwind being folded upon itself such 
that said first and second ends are aligned adjacent 
to one another and said softwind contains at least 
two folds (28, 30) therebetween, said resilient mem- 
ber extending between at least two of said folds, 
said softwind then being compressed into an elon- 
gated pledget (40) having an insertion end (42) and 
a trailing end (44) with said resilient member located 
at least in said insertion end and said resilient mem- 
ber capable of expanding at least a portion of said 
pledget to provide a supportive backdrop for a wom- 



an's urethra when inserted into a woman's vagina. 

2. The urinary incontinence device of claim 1 wherein 
said resilient member (12) is sandwiched between 

5 two layers of non-absorbent (14). 

3. The urinary incontinence device of claim 2 wherein 
said resilient member (1 2) is similar in size and con- 
figuration to at least one of said layers of non-ab- 

10 sorbent(14). 

4. The urinary incontinence device of claim 3 wherein 
said resilient member (12) is similar in size and con- 
figuration to said two layers of non-absorbent (14). 

15 

5. A urinary incontinence device as claimed in any pre- 
ceding claim further comprising withdrawal means 
(50) for removing said incontinence device from the 
woman's vagina. 

20 

6. The urinary incontinence device of any preceding 
claim wherein said resilient member (12) is poly- 
urethane. 

25 7. The urinary incontinence device of any of claims 1 
to 5 wherein said resilient member (12) is natural 
rubber. 

8. The urinary incontinence device of any of claims 1 
30 to 5 wherein said resilient member (12) is an open 

cell foam. 

9. The urinary incontinence device of any of claims 1 
to 5 wherein said resilient member (12) is a closed 

35 cell foam. 

10. The urinary incontinence device of any of claims 1 
to 5 wherein said resilient member (12) is formed 
from twisted, curled or chemically crosslinked cel- 

40 lulose fibers or a mixture thereof. 

11. A urinary incontinence device asdaimed in any pre- 
ceding claim further comprising a cover (1 6) enclos- 
ing said softwind. 

45 

12. The urinary incontinence device of any preceding 
claim wherein said device has a central vertical axis 
and said resilient member is situated only on one 
side of said central vertical axis. 

50 

13. The urinary incontinence device of claim 1 wherein 
said resilient member (12) is wool. 

14. The urinary incontinence device of claim 11 wherein 
55 said cover (1 6) is non-absorbent. 

15. The urinary incontinence device of any preceding 
claim wherein said softwind is compressed only in 
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a radial direction. 

16. A method of making a urinary incontinence device, 
said method comphsing the steps of: 

a) cutting a non-absorbent (14) into a configu- 
ration having a central longitudinal axis; 

b) aligning a resilient member (12) adjacent to 
said central longitudinal axis of said non-ab- 
sorbent; 

c) folding said non-absorbent (14) and said re- 
silient member (12) to form an elongated 
softwind (22) having a first end (24) and a sec- 
ond end (26); 

d) folding said softwind upon itself such that 
said first and second ends are aligned adjacent 
to one another and said softwind contains at 
least two folds (28, 30) therebetween, said re- 
silient member extending between at least two 
of said folds; and 

e) compressing said softwind into an elongated 
pledget (40) having an insertion end (42) and a 
trailing end (44) with said resilient member lo- 
cated at least in said insertion end, whereby 
said resilient member is capable of expanding 
at least a portion of said pledget to provide a 
supportive backdrop for a woman's urethra 
when said pledget is inserted into a woman's 
vagina. 

17. The method of claim 1 6 wherein said softwind is ra- 
dially compressed. 

18. The method of claim 1 6 or 1 7 wherein said trailing 
end of said pledget is pierced to provide an opening 
for attaching withdrawal means (50). 

19. The method of claim 1 8 wherein a withdrawal string 
(50) is inserted through said opening and looped 
upon itself and said withdrawal string has a pair of 
free ends which are tied together to prevent said 
withdrawal string from separating from said pledget. 

20. The method of any of claims 1 6 to 19 wherein said 
non-absorbent is aligned on a cover (16) before 
said resilient member is aligned on said non-ab- 
sorbent and all three members are folded to form 
an elongated softwind. 

21. The method of any of claims 16 to 20 comprising 
the steps of cutting the non-absorbent (14) into a 
rectangular configuration and aligning a rectangular 
strip of resilient member (12) parallel and adjacent 
to said central longitudinal axis of said non-absorb- 
ent, and folding said non-absorbent around said re- 
silient member to form a combination and folding 
said combination again to form the softwind. 



Patentanspruche 

1. Harninkontinenzvorrichtung (10) mit einem langli- 
chen Weichwickel, der ein federndes Element (12) 

5 enthalt, gekennzeichnet durch ein Nicht-Absor- 

bens (14), welches wenigstens teilweise das fe- 
dernde Element einschlieBt, wobei die Vorrichtung 
durch Formen des Nicht-Absorbens und des fe- 
dernden Elementes zu dem langlichen Weichwickel 

10 (22) mit einem ersten Ende (24) und einem zweiten 
Ende (26) hergestellt wird, wobei der Weichwickel 
auf sich selbst so gefaltet wird, dass die ersten und 
zweiten Enden angrenzend zueinander ausgerich- 
tet sind, und dass der Weichwickel wenigstens zwei 

15 Faltstellen (28, 30) dazwischen aufweist, das fe- 
dernde Element sich wenigstens zwischen zwei von 
den Faltstellen erstreckt, der Weichwickel dann in 
einen langlichen Tampon (40) mit einem Einfuh- 
rungsende (42) und einem hinteren Ende (44) kom- 

20 primiert wird, wobei das federnde Element wenig- 

stens in dem Einfuhrungsende angeor dnet ist, und 
das federnde Element in der Lage ist, wenigstens 
einen Abschnitt des Tampons aufzudehnen, um ei- 
nen unterstiitzenden Hintergrund fur die Harnrohre 

25 einer Frau bereitzustellen, wenn er in die Vagina ei- 
ner Frau eingesetzt ist. 

2. Haminkontinenzvorrichtung nach Anspruch 1, wo- 
bei das federnde Element (12) zwischen zwei La- 

30 gen eines Nicht-Absorbens (14) eingeschlossen ist. 

3. Haminkontinenzvorrichtung nach Anspruch 2, wo- 
bei das federnde Element (12) in der GroBe und 
Konfiguration ahnlich zu wenigstens einer von den 

35 Lagen des Nicht-Absorbens (14) ist. 

4. Harninkontinenzvorrichtung nach Anspruch 3, wo- 
bei das federnde Element (12) in der GroBe und 
Konfiguration ahnlich zu den zwei Lagen des Nicht- 

40 Absorbens (14) ist. 

5. Harninkontinenzvorrichtung nach einem der vorste- 

henden Anspruche, welche ferner eine Ruckziehe- 
inrichtung (50) zum Entfernen der Inkontinenzvor- 
45 richtung aus der Vagina der Frau umfasst. 

6. Harninkontinenzvorrichtung nach einem der vorste- 
henden Anspruche, wobei das federnde Element 
(12) Polyurethan ist. 

7. Harninkontinenzvorrichtung nach einem der vorste- 
henden Anspruche, wobei das federnde Element 
(12) Naturgummi ist. 

8. Harninkontinenzvorrichtung nach einem der vorste- 
henden Anspruche, wobei das federnde Element 
(12) ein Schaum mit offenen Zellen ist. 
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9. Harninkontinenzvorrichtung nach ein em der vor- 
stehenden Anspriiche, wobei das federnde Ele- 
ment (1 2) ein Schaum mit geschlossenen Zellen ist. 

10. Harninkontinenzvorrichtung nach einem der vorste- 5 
henden Anspruche 1 bis 5, wobei das federnde Ele- 
ment (12) aus verdrillten, gekrauselten oder che- 
misch vernetzten Zellulosefasern oder einem Ge- 
misch daraus besteht. 

10 

11. Harninkontinenzvorrichtung nach einem dervorste- 
henden Anspruche, welches ferner eine den Weich- 
wickel einschlieBende Abdeckung (16) umfasst. 

12. Harninkontinenzvorrichtung nach einem der vorste- 15 
henden Anspruche, wobei die Vorrichtung eine mit- 
tige vertikale Achse aufweist und das federnde Ele- 
ment nur auf einer Seite der mittigen vertikalen Ach- 
se angeordnet ist. 

20 

13. Harninkontinenzvorrichtung nach Anspruch 1, wo- 
bei das federnde Element (12) Wolle ist. 

14. Harninkontinenzvorrichtung nach Anspruch 1 1 , wo- 
bei die Abdeckung (16) nichtabsorbierend ist. 25 

15. Harninkontinenzvorrichtung nach einem der vorste- 
henden Anspruche, wobei der Weichwickel nur in 
der radialen Richtung komprimiert ist. 

30 

16. Verfahren zum Herstellen einer Haminkontinenz- 
vorrichtung, wobei das Verfahren die Schritte um- 
fasst: 

a) Zuschneiden eines Nicht-Absorbens (14) in 35 
eine Konfiguration mit einer mittigen Langsach- 

se; 

b) Ausrichten eines federnden Elementes (12) 
angrenzend an die mittige Langsachse des 40 
Nicht-Absorbens; 



das federnde Element wenigstens in dem Ein- 
fuhrungsende angeordnet ist, wodurch das fe- 
dernde Element in der Lage ist, wenigstens ei- 
nen Abschnitt des Tampons aufzudehnen, um 
einen unterstutzenden Hintergrund fur die 
Harnrohre einer Frau bereitzustellen, wenn die 
Tampon in die Vagina einer Frau eingesetzt ist. 

17. Verfahren nach Anspruch 16, wobei der Weichwik- 
kel (20) radial komprimiert wird. 

18. Verfahren nach Anspruch 16 oder 17, wobei das 
hintere Ende des Tampons durchbohrt wird, um ei- 
ne Offnung fur das Befestigen einer Ruckziehein- 
richtung (50) bereitzustellen. 

19. Verfahren nach Anspruch 1 8, wobei eine Ruckzieh- 
schnur (50) durch die Offnung hindurch eingefiihrt 
wird und durch sich selbst geschlungen wird, und 

die Ruckziehschnur ein Paar freier Enden besitzt, 
welche miteinander verknotet werden, um zu ver- 
hindern, dass sich die Ruckziehschnur von dem 
Tampon lost. 

20. Verfahren nach einem der Anspruche 1 6 bis 1 9, wo- 
bei das Nicht-Absorbens auf einer Abdeckung (1 6) 
ausgerichtet wird, bevor das federnde Element auf 
dem Nicht-Absorbens ausgerichtet wird und alle 
drei Elemente gefaltet werden, um einen langlichen 
Weichwickel zu erzeugen. 

21. Verfahren nach einem der Anspruche 1 6 bis 20, mit 
den Schritten des Schne idens des Nicht-Absor- 
bens (14) in eine rechteckige Konfiguration und 
Ausrichten eines rechteckigen Streifens des fe- 
dernden Elementes (12) parallel und angrenzend 
an die mittige Langsachse des Nicht-Absorbens, 
und Falten des Nicht-Absorbens um das federnde 
Element herum, um eine Kombination auszubilden 
und nochmaliges Falten der Kombination, um den 
Weichwickel auszubilden. 



c) Falten des Nicht-Absorbens (14) und des fe- 
dernden Elementes (12), um einen langlichen 
Weichwickel (22) mit einem ersten Ende (24), 45 
einem zweiten Ende (26) zu formen, 

d) Falten des Weichwickels auf sich selbst so, 
dass die ersten und zweiten Enden angren- 
zend aneinander ausgerichtet sind, und der 50 
Weichwickel wenigstens zwei Falzstellen (28, 

30) dazwischen enthalt, wobei sich das federn- 
de Element (12) zwischen wenigsten zwei Falt- 
stellen erstreckt; und 

55 

e) Komprimieren des Weichwickels zu einem 
langlichen Tampon (40) mit einem Einfuhrungs- 
ende (42) und einem hinteren Ende (44), wobei 



Revendications 

1. Dispositif pour incontinence urinaire (10) compre- 
nant un enroulement souple allonge incluant un ele- 
ment resilient (12), caracterise par un materiau 
non-absorbant (14) enfermant au moins partielle- 
ment ledit element resilient, ledit dispositif ayant ete 
fait en conformant le materiau non-absorbant et le- 
dit element resilient en ledit enroulement souple al- 
longe (22) ayant une premiere extremite (24) et une 
seconde extremite (26), ledit enroulement souple 
etant replie sur lui-meme de telle sorte que lesdites 
premiere et seconde extremites sont alignees ad- 
jacentes Tune a I'autre et ledit enroulement souple 
contient, entre elles, au moins deux plis (28, 30), 
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ledit element resilient s'etendant entre deux au 
moins desdits plis, ledit enroulement souple etant 
ensuite comprime en un tampon allonge (40) ayant 
une extremite d'insertion (42) et une extremite de 
fuite (44), avec ledit element resilient situe au moins 5 
dans ladite extremite d'insertion, et ledit element re- 
silient etant capable de dilater au moins une partie 
dudit tampon pour offrir un appui supportant I'uretre 
d'une femme lorsqu'il est insere dans le vagin d'une 
femme. io 



2. Dispositif pour incontinence urinaire selon la reven- 
dication 1, dans lequel ledit element resilient (12) 
est pris en sandwich entre deux couches de mate- 
riau non-absorbant (14). ?5 

3. Dispositif pour incontinence urinaire selon la reven- 
dication 2, dans lequel ledit element resilient (12) 
est de taille et de configuration similaires a I'une au 
moins desdites couches de materiau non-absor- 20 
bant (14). 

4. Dispositif pour incontinence urinaire selon la reven- 
dication 3, dans lequel ledit element resilient (12) 

est de taille et de configuration similaires auxdites 25 
deux couches de materiau non-absorbant (14). 

5. Dispositif pour incontinence urinaire selon I'une 
quelconque des revendications precedentes, com- 
prenant en outre un moyen d'extraction (50) pour 30 
enlever ledit dispositif pour incontinence du vagin 

de la femme. 

6. Dispositif pour incontinence urinaire selon I'une 
quelconque des revendications precedentes, dans 35 
lequel ledit element resilient (1 2) est en polyuretha- 

ne. 

7. Dispositif pour incontinence urinaire selon I'une 
quelconque des revendications 1 a 5, dans lequel 40 
ledit element resilient (12) est en caoutchouc natu- 

rel. 

8. Dispositif pour incontinence urinaire selon I'une 
quelconque des revendications 1 a 5, dans lequel 45 
ledit element resilient (12) est une mousse a cellu- 
les ouvertes. 

9. Dispositif pour incontinence urinaire selon I'une 
quelconque des revendications 1 a 5, dans lequel 50 
ledit element resilient (12) est une mousse a cellu- 
les fermees. 

10. Dispositif pour incontinence urinaire selon I'une 
quelconque des revendications 1 a 5, dans lequel 55 
ledit element resilient (12) est forme de fibres de 
cellulose tordues, bouclees ou chimiquement reti- 
culees, ou d'un melange de celles-ci. 



11. Dispositif pour incontinence urinaire selon I'une 
quelconque des revendications precedentes, com- 

prenant en outre une feuille de couverture (16) en- 
fermant ledit enroulement souple. 

12. Dispositif pour incontinence urinaire selon I'une 
quelconque des revendications precedentes, dans 
lequel ledit dispositif a un axe vertical central et ledit 

element resilient n'est situe que sur un cote dudit 
axe vertical central. 

13. Dispositif pour incontinence urinaire selon la reven- 
dication 1, dans lequel ledit element resilient (12) 
est en laine. 

14. Dispositif pour incontinence urinaire selon la reven- 
dication 11 , dans lequel ladite feuille de couverture 
(16) est non-absorbante. 

15. Dispositif pour incontinence urinaire selon I'une 
quelconque des revendications precedentes, dans 
lequel ledit enroulement souple n'est comprime que 
dans une direction radiale. 

16. Precede de fabrication d'un dispositif pour inconti- 
nence urinaire, ledit precede comprenant les eta- 
pes suivantes : 

a) la decoupe d'un materiau non-absorbant 
(14) selon une configuration ayant un axe lon- 
gitudinal central ; 

b) Talignement d'un element resilient (12) adja- 
cent audit axe longitudinal central dudit mate- 
riau non-absorbant ; 

c) le pliage dudit materiau non-absorbant (14) 
et dudit element resilient (12) pour former un 

enroulement souple allonge (22) ayant une pre- 
miere extremite (24) et une seconde extremite 

(26) ; 

d) le pliage dudit enroulement souple sur lui- 
meme de telle sorte que lesdites premiere et 
seconde extremites sont alignees adjacentes 
I'une a I'autre et ledit enroulement souple con- 
tient, entre elles, au moins deux plis (28, 30), 
ledit element resilient s'etendant entre au 
moins deux desdits plis ; 

e) la compression dudit enroulement souple en 
un tampon allonge (40) ayant une extremite 
d'insertion (42) et une extremite de fuite (44), 
avec ledit element resilient situe au moins dans 
ladite extremite d'insertion, grace a quoi ledit 
element resilient est capable de dilater au 
moins une portion dudit tampon pour fournir un 
appui supportant I'uretre d'une femme lorsque 
ledittampon est insere dans le vagin d'une fem- 
me. 

17. Precede selon la revendication 1 6, dans lequel ledit 
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enroulement souple est comprime radialement. 

18. Procede selon la revendication 16 ou 17, dans le- 
quel ladite extremite de fuite dudit tampon est per- 
cee pour offrir une trouee permettant de fixer un 5 
moyen d'extraction (50). 

19. Procede selon la revendication 18, dans lequel un 
cordon d'extraction (50) est insere au travers de la- 
dite trouee et referme en boucle sur lui-meme, et io 
ledit cordon d'extraction a une paire d'extremites li- 
bres qui sont nouees ensemble pour empecher ledit 
cordon d'extraction de se separer dudit tampon. 

20. Procede selon Tune quelconquedes revendications 15 
16 a 19, dans lequel ledit materiau non-absorbant 

est aligne sur une feuille de couverture (1 6) avant 
I'alignement dudit element resilient sur ledit mate- 
riau non-absorbant, et les trois elements sont tous 
plies pour former un enroulement souple allonge. 20 

21 . Procede selon I'une quelconque des revendications 
1 6 a 20 comprenant les etapes de decoupe du ma- 
teriau non-absorbant (14) selon une configuration 
rectangulaire et I'alignement d'une bande rectangu- 25 
laire de I'element resilient (12) parallele et adjacen- 

te audit axe longitudinal central dudit materiau non- 
absorbant, et le phage dudit materiau non-absor- 
bant autour dudit element resilient pour former une 
combinaison, et de nouveau le pliage de la combi- 30 
naison pour former I'enroulement souple. 
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FIG. 7 
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FIG. 11 
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CUTTING A NONABSORBENT INTO A 
DESIRED CONFIGURATION 







ALIGNING A RESILIENT MEMBER ON THE 

NONABSORBENT 







FOLDING THE NONABSORBENT AND THE RESILIENT 

MEMBER TO FORM A SOFTWIND 



FOLDING THE SOFTWIND UPON ITSELF SO 
THAT IT CONTAINS AT LEAST TWO FOLDS 



SECURING A WITHDRAWAL STRING TO THE 
PLEDGET TO FORM A UNINARY INCONTINENCE DEVICE 




FIG. 1 2 
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CUTTING A NONABSORBENT INTO A 
DESIRED CONFIGURATION 






ALIGNING THE NOr 

CO> 


JABSORBENT ON A 
/ER 



ALIGNING A RESILIEI 

NONABS 


NT MEMBER ON THE 
iORBENT 






FOLDING THE THREE 

A SOF' 


MEMBERS TO FORM 

rwiND 



FOLDING THE SOFTWIND UPON ITSELF SO THAT IT 

CONTAINS AT LEAST TWO FOLDS 



COMPRESSING THE FOLDED SOFTWIND 

_ INTO A PLEDGET 



SECURING A WITHDRAWAL STRING TO THE PLEDGET 
TO FORM A URINARY INCONTINENCE DEVICE 



FIG. 13 
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